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CERTIFIED MAIL

RETURN RECEIPT REQUESTED

Document Processing Center (TS-790)
Office of Toxic Substances

U.S. Environmental Protection Agency
401 M St., S.W.

Washington, D.C. 20460

Attn: Section 8(e) Coordinator (CAP Agreement)

RE:  Report Submitted Pursuant to the TSCA Section 8(e)
Compliance Audit Program

CAP Identification Number: 8ECAP-0026
Dear Sir/Madam:

Pursuant to the Toxic Substances Control Act (TSCA) Section 8(e) Compliance Audit Program
and the Agreement for TSCA Section 8(e) Compliance Audit Program (CAP Agreement) executed
by EIf Atochem North America Inc. (Atochem) and the Environmental Protection Agency (EPA),
Atochem is submitting the enclosed acute dermal limit test to the EPA. This study does not
involve effects in humans.

Nothing in this letter or the enclosed study is considered confidential business information of
Atochem.

The enclosed study provides information on the chemical 2-t-butylazo-2-(2-hydroxyethoxy)-4-

methylpentane. Its exact chemical name is (1,3-dimethoxy-1,3-dimethylbutyl) (1,1-
dimethylethyl)diazine and its CAS number is 52116-07-1.

The title of the enclosed report is Acute Dermal LDy, Assay in Rabbits. The following is a
summary of the adverse effects observed in this study.
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TSCA CAP
2-t-Butylazo-2-(2-Hydroxyethoxy)-4-Methylpentane
October 12, 1992

Page Two

Test material was applied to the skin of groups of six male and six female New Zealand albino
rabbits at dosages of 3500, 4183 and 5000 mg/kg under occlusive dressings for 24 hours. The
dermal LD,, was calculated to be 4456 mg/kg. Some surviving animals at 4183 mg/kg and
above were reported to exhibit ataxia and loss of motor control.

To our knowledge, Atochem has not previously submitted any TSCA Section 8(e) notices or
premanufacture notifications on the subject chemical.

Further questions regarding this submission may be directed to me at 215 337-6892.

Sincerely,

(A o

C.H. Farr, PhD, DABT
Manager, Product Safety
and Toxicology

Enclosures
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Route 17C

ACUTE DERMAL LD_. ASSAY IN RABBITS . P. 0. Box 107

50

FDRL Test Article ID:

Sponsor Test Article ID:

CONCLUSION:
Acute Dermal LDSO: (mg/kg)
95% Confidence Intervals:

Slope:

Waverly, N. Y. 14892-01¢(
(607-565-8131)

82-0257
2-t-Butylazo-2- . ’
(2-Hydroxyethoxy) ? 7 é /

-4-methylpentane
SN4-5488-52

4456
3915 ~ 6014

8.99

Method of 1D Calculation: Finney, D. J., Statistical

Methods in Biological Assay, second edition.
London: Griffin Press, 1971.

50

Submitted to: Pennwalt Corporation
Lucidol Division
1740 Military Road
Buffalo, NY 14240

(HS 54 01/6-27-/

FDRL Study No. 7314,

Date: June 21, 1982

This report is submitted for the exclusive use of the
the name of these Laboratories nor of any
Or process without written outhorization.

éz%?uhyw—gf7fé2%ga~——
E abeth L. Reagadn, AAS
Assistant Toxicologist/
Study Director

AL

Peter J/ /Becci, Ph.D.,
Director’ of Toxicology

person, partnership, or corporation to whom it is oddressed, and neither the report ner
members of its staff, may be used in connection with the advartising or sole of any product



FDRL Study No. 7314D

Table 1

Preliminary Search

Dosage No. Deaths Mortality
Level Rabbits = — — = = = - Day- = = = = ~ = After
mg/ kg Dosed 1 2 3 4 5 6 7 8 8 Days
50 2 0 6 o 0 0 0 © 0 0/2
126 2 o o o0 0o 0 0 o0 O 0/2
316 2 o0 o o0 0 ©0 0 O 0 0/2
795 2 0o o o0 O O o0 © 0 0/2
2000 2 o o 0o 0 0 0 0 0 0/2
3000 2 o o 0 o0 0 o0 O 0 1 0/2
5000 2 o 0 0 1 0 0 0 0 1/2

e n s
e
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FDRL Study No. 7314D

Table 2
\FDRL/
Dermal LD50 Assay

Dosage Time of Death

Level = = = === === - == Day- — - — — — — = = = -~ = Cumulati
mg/kg 1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 Mortalit
3500 0 0 1 0 0 O O O O 0 1 0 0 0 0 2/12
4183 O 11 0 1 o O O 1 1 0 0 0 0 0o 5/12

5000 o013 10012 0 0 0 0 0 0 8/12




FDRL Study No. 7314D

rable 3

. a
Summary of Observations

osage
ievei Clinical Necropsy
mg/ kg ' Observations Observations
3500 Decreased activity Abdominal cavity £ill-
(2M & 5F), ed with urinelike
Diarrhea (4M & 2F), fluid (1F).
Loss of appetite
(3M & 6F),
Soft stools (4M & 1F),
Loss of most of control
over body movement
(2F),
Deaths (2F).
4183 Ataxia (5M & 5F), Blood around mouth
Decreased activity and nose (2F).
(5M & 4F), Bloodlike fluid in
Loss.of appetite chest cavity (1F).
(6M & 3F),
Respiration  increased
(2M & 3F), :
Nasal discharge (4M & 1F),
Total loss of control over
body movements (2M & 1F),
Loss of most of control over
body movements (1M & irm),
Deaths (3M & 2F).
5000 Ataxia (5M & 6F), Pleural cavity filled
Decreased activity with blood (1M & 1F)
(5M & 6F), ' Intestines filled witk
Loss of appetite ~ red fluid (1M).
(4M & 6F),

soft stools (3M & 2F),
Eyes irritated (1M),

Total loss of control over
pbody movements (3M & 3F),
Loss of most of control over

body movements (1F),
Deaths (4M & 4F).

'?he ataxia (abnormal gait) and the loss of motor control may
indicate neurotoxicity. ‘ '

a . . .
Complete observations are found in Appendis II1I (raw data).

Figures in parenthesis indicate the number and sex of animals
affected.
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FDRL Study No. 7314,
\ FDRL Table 4
Mean Body Weightsa

Sex & b

Dosage Initial bay 15 At Death

Level (grams) (grams) (grams)

ng/kg

Males

3500 1.99 1.94 _——
+0.21(6) +0.37(6)

4183 2.73 2.30 2.71
+0.74 (6) +0.45(3) +£0.29(3)

5000 1.98 2.36 1.51
+0.25(6) +0.21(2) +0.35(4)

Females

3500 1.87 2.04 1.29
+0.15(6) i0.13(4) +0.16(2)

4183 2.17 2.23 2.13
+0.61(6) +0.41(4) +0.37(2)

5000 1.79 1.81 1.35
+0.21(6) +0.19(2) +0.21(4)

4 yalues indicated ar
animal weights may

b Fasted body weights.

e mean t S.D. where appropriate.
be found in Appendi

Individual
x ITII (raw data).
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FDRL Study No. 7314D

\FDRL/ Acute Dermal LDgy Study in Albino Rabbits

Purpose: To determine the acute dermal toxicity (LD.,) of
—_— . c 0
the test article when administered dermally to
rabbits by the method described below.

Compliance with Government Regulations:

This study was conducted in accordance with
the regulations for Good Laboratory Practices
as described by the FDA (21 CFR Part 58) and
FDRL Standard Operating Procedures.

Experimental Procedures:

Animals and Animal Care

Young adult New zealand White rabbits were
purchased from New York State Rabbit Development,
Hartwick, NY (an USDA approved supplier) for
use in this study.

All animals were acclimated a minimum of 5 days.
During this acclimation period, the rabbits
were examined with respect to their general
health to assure their suitability as test
animals. The rabbits were housed individually
in wire mesh bottom cages. NIH Animal Feed A
(certified) and water were provided ad libitumn.
Animals were identified by use of ear tags and
cage cards. A dose range study was performed
to establish dose levels used in the principal
study.

Method

The back and flanks of each rabbit were clipped
free of fur with electric clippers not more
than 24 hours before study initiation. The
clipped area constituted approximately 10 per-—
cent of the total body surface. .

on the day of testing and just prior to the
application of the test article, abrasion of

the skin was performed on the exposure sites

of 3 male and 3 female rabbits per group. The
skin of the remaining 3 male and 3 female rabbits
was left intact. Abrasions were made with the
point of a 22 gauge disposable hypodermic needle.




\FDRL/

The abrasions were minor incisions through

the stratum corneum that were not sufficiently
deep to disturb the derma or to produce bleed-
ing.

The test article was administered under an
occlusive binder at levels specified in
Appendix IIT (Raw Data). The occlusive bind-
er consisted of a layer of plastic wrap, &
protective cloth and stockinette binder, all
securely held in place with masking tape. The
occlusive binder is applied to maintain contact
and minimize evaporation of the applied test
article.

If the test article was solid, it was moistened
with physiological saline, (1 ml saline per lg
of test article) Dbefore dermal application.
Liquid test articles are administered as re-
ceived. '

Observations

After an exposure period of 24 hours the occlusive
pinders were removed. The exposure sites were then
gently wiped with clean gauze to remove as much
non-absorbed test article as possible. Observations
for mortality, local reactions, and toxicological
findings were recorded for a total of 14 days.

Body weights were recorded on the initial day of
testing and at study termination or day of death.

sacrifice and Necropsy

Only those animals that died during the progress
of the study were subjected to a gross necropsy.

All original data are stored in the FDRL
archives and are available upon request.
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Appendix I

Probit Analysis

FDRL Study No.

7314D




S7314DC
ENTER DATA (DOSE N RES) WITH SPACE BETWEEN VARIABLES
-AFTER LAST ENTRY HIT CARRIAGE RETURN TWICE

3500 12 2
4183 12 5
5000 12 8
~ . ~ §7314DC 16:19 TUESDAY, JUNE 15, 1982 1
PROBIT ANALYSIS ON LOG1O(DOSE)
ITERATION INTERCEPT SLOPE - . MU SIGMA
0 ' -27.93650109 9.02592358 3.64910037 0.11079199
1 ~27.79434990 8.98739793 3.64892599 0.11126691
2 -27.79452738 8 98744623 3.64892613 0.11126631
COVARIANCE MATRIX
INTERCEPT SLOPE
INTERCEPT 176.45484508 ~48.62485662
SLOPE -48.62485662 13.40311581
PRT FILE 6235 FROM LWX COPY 001  NOHOLD
COVARIANCE MATRIX
MU SIGMA
MU 0.00069058 0.00038862
SIGMA 0.00038862 0 00205428
PRT FILE 6237 FROM LWX COPY 001  NOHOLD
CHI-SQ = 0 0158 WITH ‘1 DF PROB > CHI-SQ = 0.8999

NOTZ SINZZ TUE CHI-SQUARE 1S S!ALL (P > 0 10), FIDUCIAL
LINITS VILL BE COMPUTED USING A T VALUE OF 1.96 .




1 +$7314DC 16:19 TUESDAY. JUNE 15, 1982 2
PROBILT PROBIT ANALYS¥S'ON LOG10(DOSE)
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LDO1 LD10  LD25 LD50 1p75 LD9O LDI99
3.390 3.506 3.574 3 649 3.724 3.792 3-908_

I-3




1

PROBABILITY

1.0
0.9
0.8
0.7
06
0.5
04
0.3

0.2
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57314DC 16:19 TUESDAY.

PROBIT ANALYSIS ON LOG1O(DOSE)

R e e e et

LDOl1
3.390

LD10  LD25 LD50 LD75 LDIO
3 506 3.574 3.649 3.724 3.792

I-4

LOG10(DOSE)
JUNE 15, 1982 3

___________ S
LD99
3.908




PROBABILITY

0 01
0.02
0.03
0.04
0 05
0 05
0 07
0.03
0.09
0 10
0.15
0 20
0.25
0-30
0 35
0 40
0 45
0 50
0.55
0 60
0.65
070
0 75
0.30
0.85
0 90
0 91
0 92
0.93
0 94
0 95
0.96
0.97
0.98
0.99

S7314DC

PROBIT ANALYSIS ON LOGIO(DOSE)

LOG10(DOSE)

3.39008198
3.42041306
3.43965716
3 45413375
3.46590933
3.47593221
3.48472030
3.49258900
3 49974526
3 50633261
3.53360601
3 55528204
3.57387814
3.59057802
3 60605294
3.62073713
3 63494426
3 64892613
3 66290800
3 67711513
3.69179932
3 70727424
3 72397412
3.74257022
3 76424625
3.79151965
3 79810700
3.80526326
3.81313196
3.82192005
3 83194293
3.84371851
3.85819510
3.87743920
3.90777028

LUG1U(DOSE)
16 19 TUESDAY. JUNE 15, 1982

95 PERCENT FIDUCIAL LIMITS

LOVER

2.44210900

2.59166941
2.68641496
2.75758733
2.81539941
2.86453620
2.90755558
2.94501421
2.98093299
3 01301913
3.14506209
3 24848968
3 33513271
3.40973610

3 47361625 .

3.52580380
3.56502576
3 59273095
3.61274345
3.62842549
3.64184990
3.65423364
3 66638968
3 67902432
3.69300941
3.70990999
3.71391167
3 71823135
3.72295161
3.72819123
3.73413086
3.74106565
3.74954002
3.76072911
3.77823006

UPPER

3.50185751
3.51961737
3.53103115
3.53971832
3 54686582
3.55301983
3.55847967
3.56342838
3.56798686
3.57223960
3.59064923
3.60679670
3.62273837
3.64025922

‘3 66174590

3.69055812
3.72971421
3.77913951
3.83625749
3.89894851
3 96652888
4.03951196

"4.11948015

4.20943022
4 31502013
4.44857220
4.48090940
4 51606697
4.55475407
4-59799365
4.64734483
4.70536861
4.77675477
4.87172503
5 02154434

4



PROBABILITY

0.01
0 02
0.03
0 04
0 05
0.06
0 07
0 038
o 09
0 10
015
0 20
0 25
0 30
0 35
0.40
0.45
0.50

$7314DC

PROBIT ANALYSIS ON LOG10(DOSE)

DOSE

2455.17233136

2632 77086050
2752.05533068
2845.33723397
2923.54196978
2991 79757532
3052.95431001
3108.77291256
3160 42335065
3208.72585323
3416 69340195
3591.55101141
3748.67804781
3895 63284628
4036.94602500
4175.77540762
4314.63692124
4455 80452462

16:19 TUESDAY JUNE 15, 1982

95 PERCENT FIDUCIAL LIMITS

LOWER

276 76361958
390 54349464
485.75241033
572.25201628
653.73148980
732.04233119
808.268355956
883.10879985
957.04639508
1030.43149785
1396.56802196
1772 10591721
2163.37947855
2568 83432203
2975.88571152
3355-89834732

3673.04088721"

3914.99264152

UPPER

3175 83194558
3308.39509431
3396.49635975
3465.12035384
3522.62021425
3572.89153337
3618 09249914
3659.55588994
3698 16988029
3734 56135429
3896 27214872
4043.86548915
4195 06190104
4367.76453145
4589 29416017
4904.08649483
5366.78519359
6013.66882343

0-.55
0.60
0-.65
0.70
:0.75
0 80

0 85

0-90
0-91
0 92
0 93
0 94
0 95
0.96
0 97
0.98
0.99

4601.59089259
4754.61250272
4918.12222375
5096.52596769
5296.31878450
5528 02783493
5810 93812816
6187.56318545
6282 13114473
6386.50506810
6503 27255031
6636.20898867
6791.14381351
6977.79993337

-+ 7214.31496682

7541 17810232
8086-68039634

4099.61858958
4250 35775599
4383.79155296
4510.59301165
4638.62949061
4775.56016931
4931 84487663
5127.55099278
5175-01563769
5226.74542326
5283.86371704
5347.99796100
5421.64226361
5508 92228411
5617.46045824

.5764.06815690

6001.08886628

6853.94761281
7924.07377394
9258 24940838
10952.46717249
13166-79734730
16196.83720307
20654.75888767
28091.32361714
30262-82036468
32814.58914845
35871 87401562
39627 -22446748
44396.10083621
50742.12075876
59807 37944402
74426.06049374

105085 87447926




FDRL Study No. 7314D

Appendix III

Raw Data
and also
Includes:

Abbreviations and Symbols used in
Recording Observations

III-1




Study Title . @Mﬂaﬂb ............... FDRL Study No.: Lazad
DOSING
Instructions: SCHEDULE FDRL Test Article
UHs '
o AL @0‘; . . )
Tomac Fu 1 Species ....... AM’RM ................ . I‘.QD. No.: 85{—0‘;51 ....................
-~ ped
« .st Article ' / o
Diluent M&_ ...................................................................... Density ..M f/A 0.0 D ...............................................
Concentration ....... MM ............................................................ . Form aAu ...................................................................
Animal | 200 {----—- Body Weight (g) - - - — — Level Dose
Number Time S it atDay — — - - — — Dosage ml Date of Comments
& Sex Dosed 1 8 )l g WAD | .. mq../kg (Total) Death
by om | 120 205 by | 223K, mm%\_& 0. 10/
164 _F ELN 295, N O. 14
113 ™M 215 K‘B 2.28 Kz 136 M%lkm 02’7‘/
Yo € 3.30 L:MS% Y N. 424
k Ji4 M .04 241 K | 3 me(\]\r\ré D (Oqu
n1_F RETAE \<%, v 0. 547
/
Ifag m 2-50% 3.30({1 '1':!57'“(6"% /I Y,%‘/J
* 4 F 232 Kd 241 L /s XO/
*IHS m 227 Kla29 K, doen mcd\Kc L/jl/\/
3 -
n1s F a.3% K‘ﬁ a4o NG 470/
Initials X, 0P -, 7K ™ HH O
& Dat (K.
e 5-6-§& 5680~ 5-13-82 5--§ > J 4 2 .

III-2

. Reviewed by: ........ C’fé ........................................................................

Jd - 0.8 2

Date: ...... .5//3’ /X&.




Study Title FDRL Study No.: .. T304 D ..
: DOSING
Instructions: SCHEDULE FDRL Test Article
~ ke { -~ y UJ’{'& . — A -
A Famad A Species ... QAN ?CM .................. 1.D.No.: ... §2-038T .
N -t Article
Diluent ............ \mm~ ............................................................... Density ......... /(OO ................................................................
Concentration \/(,(,/}/LCLL/(_ ........................................................... Form .......... &/O./LZ} ...............................................................
Animatl | @ | ------ Body Weight (‘% ————— Level Dose
Number Time - —— = atDay — — - - — - Dosage ml Date of Comments
& Sex Dosed 1 8 15 WAD S A (Total) Death
, /
2a- 130t M 11035 1192 Ktj Q./,;zl!@. 3¢cO ,mlha R.LRO ;
*ha- 1321 F iH K o'?o%k’g. § /n:"T’a\ J
—
*ha. 1204 M 2.35 K| 2.55Ka 5000 rmq | Ry //4.77’3 !
dJ [0) e
- 1332 F 1.89 K. 1 A e T 1, Q'( Q) 5-15-8
)} ° "
f\
Initials | T®.DP 3 &P — BH O
& Date - Y ‘& ’—/ -
FAa-Tx 513-80135-/5-42 5-13- o B
FRaar oominmcda W racsivedd ‘%uw W M-S, Raitik QMP’M on H-30-33.
.geviewed DY ooy S et gt :.[..II_3 Date: . .j /,; /XZ'
ancrnald
L. -0 -~ "

Ry G, Date Lo o ""ty‘ﬁ",f% d:
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Raw Data

Body Weight Sheet

pe of Test: \&mAA}\ (Demal)

FDRI, Study No.:

N34 D

Initiation Date:

5-b -8

] Initial
Animal Number Body Weight
42 - um a.05 K.
8 - LLIYF .89
83 - 1170 F 2.30%
8% - 1ndm 2049 K.
- 1TLF 2.L7]
2. 1128 M 2. 30K.
ta- 1 14F 232
$2- 115 M 4'3’1’%
fa- 1115 F 238 Kq
J
Tech. Init.: T
Date: 5-6-801 2 5113152
Comments:

EZLAL.QnumﬂmﬂA) et ﬁL&pmHui iyﬁnu‘ﬁud Y.S. “Ralk
EAN'JLOM on H-%-%a.

III-4
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TEST ARTICLE PREPARATION DATA

Study Title: jﬁuﬁj /Q/wm/ W/JJ“(Z/LQ/C .. FDRL Study No.: .23/, 40..

Species: £ J N5 FDRL Test Article ID: 5227022 7
Concentration Prepared: u(//y M

Test Article Density: /00 gm/ml Diluent: M{/L

Total Amount Dispensed: ......... /5/%/&) ....................... Prepared Physical State: M,)LQ ......

PREPARATION PROCEDURES

X ........ Test article dispensed undiluted.

................ Weighed ......cceee.... g test article, Q. S. t0 «cecoeeneeee. Tl With  eveerereeense s

................

................ Test article blended at .....c..eee. speed for ...
DOSING INFORMATION
Level Coefficient™*
'\(\ﬁm.h’%, 0.05 X000 2. O
12l 0.1020
3l 0. 3
195 0. 775

Special Instructions:

EXTﬂ“ NE ﬂﬁurrm/ TN ///?NDLZ‘U(,

Comments:

Calculations: ﬁH 5(0 ..... g ...................... Preparation: ﬂflé-(ogé\ ......................

Initials/Date Initials/Date

Review: ... o2 2Ll nrneiinsetnecsiinanenene
Initials/Date

*Coefficient x kg body weight = dose N/A = Not Applicable

III-5




TEST ARTICLE PREPARATION DATA

Study m&jﬁﬁuﬁzajmm/«fmw@ FDRL Study No.: 75/‘/0
Species: ,Zl\d/ab/f‘ ................................................................ FDRL Test Article ID: &QIng'f

Concentration Prepared: \_/LUTS.. W,

Test Article Density: /'OO gm/ml Diluent L/YLW..
Total Amount Dispensed: ......ccceeeuee é/ 0/7‘-’(& .................. Prepared Physical State: &AJ_Q .......

................ Test article dispensed undiluted.
................ Weighed .......ccceo.... g test article, Q. S. t0 ..ccceeeeeenee. Ml With  coeveecereenenee s
................ Test article ground with mortar and pestle.
................ Test article blended at ................ speed fOr vviveeeceneaeee
DOSING INFORMATION
Level Coefficient*
3000ma Jra
ury

snooma. ) Ka.
g7 J

Special Instructions

EXTEEME é)ﬂ//TT/)A'/

Comments:

Calculations: 8/915:./ SO 5 1= SR Pl'eparation: pé)/%:)—_xﬁ?\ﬁhj/w é/

Initials/ Date : Initials/Date
Review: {Ks’///h?g .........................................

Initials/Date
*Coefficient x kg body weight = dose N/A = Not Applicable

III-6




K

Study Title .....

Instructions:

¢

Species

et Dervmal 1D 50

DOSING
SCHEDULE

FDRL Study No.:

FDRL Test Article

3t Article

\Diluent NﬁW— .......... R Density ........... /OO ............................................................
Concentration ........ Mdb{, ........................................................... Form ...... @w .................................................................
Animal | @} ---=-=- Body Weight (,éi ————— Level Dose
Number Time —————— - atbay — — - — — — Dosage ml Date of Comments
& Sex Dosed 1 I s WAD 009, kg (Total) Death
oo isds M| 10:35 219 29451 | asesis | LTY
Ra- 552 M 2.4 9-/‘/ ° r] :5q /
23 1554 M 1.9/ 1.9 (o. (09
B 1556_M 219 1. g2 77
- 1558 M LT 133 5.138%,
- 1559 M L. L9R2 lo. b2
3a- 1595 F L7/ 14O K, 5, QC}J 5-39-32
a- 100 [ 1.8/ 1.17 ) /0,5‘4‘/ b-b-83
o~ foods 202 2.1 .01~
or- 10T F 8.08 07 n.aR% /|
oot F 125 LSk Y
52 jit F /82 264 , (0.37Y
Initials ol £p P M~ B
& Date —
5-31-8> |5.97. o 10-%2) 531> 5478
Thaas amemalos vt recrcred -{,,_,,mmpis.w 10 el ore  5-19-83
, Reviewed by: &111‘7 Date: ..... &//0/'?3 .................................
T I 18 0 a0t aacal. e 0l




Study Title ... Dermed EDg6 FDRL Study No.: ... 314> ..

DOSING
Instructions: Abrade 3 er( SCHEDULE FDRL Test Article
3 Species Alblnoﬂabbt+ .................... I.D.No.: ... RL-.0257
W est Article
Diluent ........... NN Density ............ V0@ N —
Concentration MM ..................................................... . Form ........ QAJA) ..........................................................
Animal | | ----=- Body Weight %g"f g - -~ Level Dose
Number Time .- ——— - atDay — — - - — — Dosage ml Date of Comments
& Sex Dosed 1 Lya| 15 WAD .G kg (Total) Death
Rlg2- j0m | 1110 260 211 Y1€3.0mg ¥ IO.%% /
. v 7
*|ga- 1018 m 284 2.69 1) S84 e-3-8
gy
A{- 1019 M 3355 a-44 /[/XOY G-1-8~
92- 1027 M 355 2.0 /455 | tesa
92- 469 M -9 128 7 qq /
g2- 1459 M 1-9 2.24 1.99¢
tlga- 1241 F 3.34 |— 2.39 14 OS] b-a-%>
¥ on- 1488 F /.%o 2.3 7,53/
Hez- M4t F .91 251 7q9‘/
2= 1496 F 1132 169 7 }(? /
~ga- 1513 F 205 — | 1LSL 8 68( L-H-CA
2= 106y F 215 2594 X qu :
Initials 9 ™ - 1
4 ™ ,,, BAH
& Date 6-3-8 t-a-83 616 -8X (,4}"‘2-;' &'/CQ/(SQ*
Thuiar amomealas UL ALtLiard \ﬁuwu The A-Y.5. Ralblnk UML‘;g/mM\,&. e 2] wirde Rl 151D Geratala.
1036, 1015, 1019, 07 d 1037 we ezl T-31-§2. Tha ot A v aaeied s-14.R2.
. Reviewed by: .............. (BBt I1I-8 Date: 0//(«‘/)"&

KW .Y [ . 1 Y S S T N ¥ -




Instructions:

Abracde 3mM
3IF

species ... A LD ac. Recbboik ..

DOSING
SCHEDULE

FDRL

FDRL

Study No.: ... 731D ...

Test Article

~ est Article

Diluent 'J\LD“)& ........................................................................ Density .......... /OO ................................................................
Concentration wb"\kd&—l ............................................................. Form ....... d/&vuﬁ ................................................................
Animal | 000 | —--——- Body Weight (g9 - - — — Level Dose
Number Time e —— - atDay — — - — — — Dosage ml Date of Comments
& Sex Dosed 1 ,% al 18 WAD | ... g, /kg (Total) Death
#lgy- iddgm| i 2.ile Kg — | 1.43Ks. |50¢0.0 mg/&g /0 S/D /. 5-23-3>
%|s52- pdsom LT1Ks HELS K YA 5933
*#i182 - 1dS| M m?@ J,DQK%/ ?.(%O/ 5-38-°3%
g2 -14Sam .71 ng lLHo %, X ﬁ/ 5-23-83-
g3 - 153 M 0 25Kz, 25 ’ /1. AA
l2- 1sum/| 2345 2.2 /115
*|42-1507 F 1.9 4 163K, (}L o5 V) saa-52
*|82-1509 F LS5 K, 1.94 4 g 7."'):_'/
t|g9-1515 | 2.15¢ Lo Ky /0.75"| 5-28-3>
2-138SF 1.7 Kg LaakK, . X, 3’? v 5-34-3-
~32- I13F .80 Ka L7 g 9. 006+
$2- 13U F 7 Kg| =" LieK, . § 3R/ | 5-21-%
Al
Initials X, 08 TK oP BH 64
& Date £-20-%  |F-20-SX lo-3-334 9//90 ox
These animals (Cere (STsd on sy e N Taebd DRSCRSore AILIRE Tales Y255
e dagtSemale uigs ceeeived of o0 X g Dater o LA IR
Y. SR | d/a: WJet applicable




TEST ARTICLE PREPARATION DATA

Study Title: ...... M W ........................... FDRL Study No.: 75/ (/Z)
Species: ...... /Bﬁbb./ j. .......................................................... FDRL Test Article ID: d@ﬁV

Concentration Prepared W

Test Article Density: /OO ..... gm/ml Diluent: M
Total Amount Dispensed: ............. '7 D(KOJ) .................. - Prepared Physical State: MM ......

PREPARATION PROCEDURES

/V ...... Test article dispensed undiluted.

................

................ Test article blended at ................ speed for ....veeeee
DOSING INFORMATION
‘ Level Coefficient*

33000 )Kg_ 3.4

Special Instructions:

Eyreeme (lourrny

Comments:

Calculations: L4Z........ 0’077‘,52 ............ Preparation: ,B ......... 9 Q'7.7\ ...............

Initials/Date Initials/Date
Review: ﬂ,[j/[bj?? ........................................

Initials/Date
*Coefficient x kg body weight = dose N/A = Not Applicable

IIT-10




TEST ARTICLE PREPARATION DATA

Study Title; aCéLZfU @amccu( ..................................... FDRL Study No.: 75/ 0.
~ Species: /ﬁ)@ é/ .............................................................. FDRL Test Artlcle I1D: g&‘? OQ?:T?

Concentration Prepared: o /22 A
Test Article Density: .. /l.C ... gm/ml Diluent ﬂfﬁ@?&_

7 .
Total Amount Dispensed: //0/%&).) .......... Prepared Physical State: QAV(A ......

PREPARATION PROCEDURES

................ Test article blended at ................ speed for ... «
DOSING INFORMATION
Level Coefficient*
7[5\5/)300//%4 4143

Special Instructions:

?ﬁzEmt CQII{'IAN )

Comments:

Calculations: B ............. " o? ....... 89‘ Preparation: ﬁ/jlé‘& @ ..................

Initials/Date : Initials/Date
Review: ....... &(J/’(?/‘?a ..................

Initials/Date
*Coefficient x kg body weight = dose N/A = Not Applicable

III-11



TEST ARTICLE PREPARATION DATA

Study Title: m P 2 5 FDRL Study No.: 732/ /ﬂ
Species: B ................................................................. FDRL Test Article ID: X& 0357

Concentration Prepared: JbM//

Test Article Density: / OO ....... gm/ml Diluent: C/ZOXZ«
Total Amount Dispensed: ............. QO(\\.QJ} ...................... Prepared Physical State: M«oﬂ ......

PREPARATION PROCEDURES

X ....... Test article dispensed undiluted.

................ Weighed ................ gm test article, Q. S. to .....cccco.c. ml with et

................ Test article blended at ................ speed for ...............
DOSING INFORMATION
Level , Coefficient*
Sltromg !(a/ 5.0

Special Instructions:

Eyreeme d/}()TZM\I

Comments:

Calculations: 6}?/ ...... 5020521 ............... Preparation: ﬁ/?/ ..... 50?0@\ ...................

Initials/Date Initials/Date
Review: ... 0/3[ 53 ................................

Imtxals/ Date
*Coefficient x kg body weight = dose N/A = Not Applicable

ITI-12




Study Title Qoute. Kyrmnel b 50 DAILY FDRL Study No. 7314D
Dose Level 3500 nﬂ%\-?eqo, OBSERVATIONS '
. FDRL Test Article _
Date Dosed 5-37-83- Species 0lvme “Kadbik L D. No. ga-oxs57
N o : : : . Initials/
A?%mlz%l%o At}%rggl rI\}l{\o An}rqrjlgl"N'% An‘lg}ﬁgLNt% Anllrgglchg\. Date
Day 1 - Initial v v v ' v e P
S-27-%
Day 1 - 1:00 / S J Ve w
5-a1-82
Day 1 . 4:00 /S / J S .
v 5-a182
Day 2 . 8:00 / v v Mdan v i
§-39-23
Day 2 - 4:00 | A%y v v / NC v -
. | 5a%-8,
Ty TCed, Eman PFmaant oY
Day 3 Ana) < / Ncl(z) _BrG)  jeces, oy 35
5-29-3
Day 4 il e e M. Ay sS
5 30+
Day 5 e s / Ne RS 5s
5-3/-
N
_‘. Day 6 \/ ‘/ v SEJJd(;\" Ay A <
é b-1 -8
Day 7 v,/ \/ v D, () ’Jd“', Ay v T,
. . -2~
Day 8 \/ ‘/ / D)(;)' A, Jlmn DY Wy, Pow RS
hd L33>
Dav 9 \/ aS \/ NC m(.\: Anty X
-4-80
Day 10 Va Pigy v NE NC oP
b-5-%
Day 11 v NC v NC sS _An.y £
- to-lo 3
Day 12 v NC v e N X
' 1-%
Day 13 J/ D, Py Ada v L Aala)_Swbeso |
b'g-gl
Day 14 / A v Ay v Adeny AT ™
S Nteeo— 6-G-§:
Day 15 S g v KJC N R
e-10X
Reviewed by: SR IIB‘;%; G/r0/F 2




study Title' —Qescki, Docrenal, 1d 50 DALY FDRL Study No. 713:14D
Dose Level 3500 JNa l“Rq‘ OBSERVATIONS -
° 90 D) FDRL Test Article
Date Dosed 5-37-83 Species QQQJ‘/“D i\o—&‘rm 1. D. No. - Qa-0as1
Anima} No. Animal No. Animal No. Animal No. Animal No. Irgt;;‘els/
Day 1 - Initial v P
| 5-27-5&]
Day1 - 1:00 7/ -
§5-97-83
Day1 - 4:00 - 1
52159
Day 2 - 8:00 / —
F-2T-T
Day 2 - 4.
ay 00 v ~
5-3a%-¥
Day 3. L sS
' 52952
Day 4 S ==
S-3-&%
Day b / ==
S-3/-&;
Day 6
ay Vv ”
L-1-82
Day 7 v T,(
G-a-82
Day 8 Ditn x
L -3-3.
Day 9 5% -
IREEDN
Day 10 Dipy op
‘ c-5-%5
Day 11 s op
: (o-{o-Xsé
Day 12 S T?(
©-T1-§>
Day 13 J =
Q-2 3
Day 14 / Y
b-9- %2
Day 15 J X
610-%

Reviewed by:

ge

IIID-:x]l'ed:t G frof5 2




("

Oﬁ,uh-‘ QWQQ- D 50

FDRL Study No.

T3 14D

.Y @mc.mmum&.fi_“‘i_w ]

Study Title DAILY
Dose Level 3500 wrng Lt OBSERVATIONS
. . FDRL Test Article
Date Dosed 5-27-8% Species 0lone” Ralik I.D. No. 83-0357
. . . . Initialsr
AnimalNo. | Anigalfo. | Animaiflo. | Animglio. | Anjgallor | bwe
Day 1 - Initial v v v v / cP
5-27-8¢
Day 1 - 1:00 V4 v v v/ /“ -
5-271-8
Day 1 . 4:00 / / / S NV -
. Sy E e
Day 2 . 8:00 At Rncn A+ Py, SS v/ / Anay S S |
Aden 5-26-§2
Day 2 - 4:00 NC, NC v v e X
538 -8-
IV AmounT e NO RS, Qf\e
Day 3 Forurel 'DQQA Qu’ AdG), FeANg, SSm_LLﬂz‘zlud of Teces -/ ﬂd(‘:\e i
.«3_0"8:
Day 4 Ne. g 8 [Saidee N1 ne S5
- 5-30-8
Day 5 [eaces. ﬂdg)‘ﬁﬂ‘@‘m; / N Py QQ \ 33
Dav 6 Koy Y 531
ay J3 v An 13) DAY s Adey Ave <
b-1-3 2~
Day 7 A v M::l\ Adcy i«t v X
-3 82
Day 8 N / MO, tncn Bdes v K
©-3-82
Rdw, B
Day 9 :&*t:)im AN v At Ane Adw v ¢
-4-8%
Day 10 NC. v NC v cP
(p-5-%
Day 11 Found dead v A Angy,Adgy v e
fo-0 -
Day 12 v NS v ™
' -7-8
Day 13 v At & v K
2-8
Day 14 v N / LS
C-7-5.
Day 15 Dig Mo Oz, Swlens ™
t-10%
I-1
Reviewed by: A It Dat? (L0l T2




study Title ——(Qeackn Qicmal 150 DAILY FDRL Study No. 1314
Dose Level 3500 u-ma HQAO, OBSERVATIONS
. . FDRL Test Article
Date Dosed 5-a-9% Species Qe Rab b L. D. No. g8a-0a571
V imal N . . . . Initials/
Amlrél{a"__ o. Animal No. Animal No. Animal No. Animal No. Date
Day 1 - Initial v 2
S5-R7-%ol
Day 1 - 1:00 V4 —
5-ar £>-
Day 1 - 4:00 v/ -
5-37 -8
Day 2 . 8:00 Dil:\‘ Ay T
‘ 5-3%-%5
Day 2 - 4:00 AT -
S-27-8X
N0 TeRS, :
Day 3 AdG) N S5
S-a¥-52]
i EERNRLSEN ALY
Day 4 RGN o SS
S 3083
Day 5 gy, Bdm S5
S~3)-52
Day 6 N e
G-\-%3 2~
Day 7 / e
6-2-% 2~
Day 8 \/ X
- 3-8 >~
Day 9 / 7K
b4 -3
Day 10 v’ P
L-G-¥2
Day 11 v, op
lo-{o-
Day 12 v .
L-7-82
Day 13 J -
L E€-TA
Day 14 i K
(_ (25 R S
Day 15 frna, Stwdeces ha
%3
2 IIT-16
Reviewed by: \be Date: CF//o /72




A LA

Lo o P

N

Study Title - _Decmal LDgy, DAILY FDRL Study No. 7314D
Dose Level __UIS5.0_mg /¥ OBSERVATIONS
. ) FDRL Test Article
Date Dosed l-d -2 Species ___Albino Ra bb1 1.D. No. R - 0457
\r . . . . . Initials/
SnBea | AUTRES | Avmgle | Avmile | Aumalle- | b
Day 1 - Initial % v s S e P
|to-2-52
Day1 - 1:00 / v v v v o
-2-§>
Day1 . 4:00 / Ud(m ,A’,’ ‘/ ‘/ A* Adca | X
L3R
Day 2 . 8:00 /\H‘ﬂ). RAnuy, Adm A*fﬁ A ), Adl.a) / \/ Pd" Adoy Am‘a\ ™
R ATE ) N G-3-T
Fowrd Dacdl
Day 2 - 4:00 &Hu‘a),.ﬁ\nm, Ad §:48 v/ Nde NC 7K
6-3- ¥
Day 3 1 e A—l— Ana  Adw S Je X
6 4R
Day 4 Ndgy , iy, At Ay Aduy [AYR, Adey Ang) NC oP
Few feces Few feces -5 -R3A
Day 5 NC Aoy Agay, Ay | Feund dead Ne ©p
\_/ Few feces lo-lp-53
Day 6 N Mmﬂ_“"f}:ﬁiﬁ'wm Ao, Bacy X
, b-7-%>
Day 7 M NC Ay RL
S-82
Day 8 e Ne v ™~
b-9-33~
AV, An(3, Adwy,
Day 9 R Nclta\‘ g Setia. v ™
L-10-%X
Day 10 Ue Dead v 1
‘ G-\-8 %
Day 11 / \ v K
-1\
Day 12 v N, L
6L-13-83
Day 13 v v -
G -1 K-
Day 14 v 53 ™
J h,~15 -8 X
Day 15 Vi Y ™%
6-16 -32
IIT-17
Reviewed by: AL, Date: 0//()/3901




Study Title —Dhermal Lbg DAILY FDRL Study No. Z314D
Dose Level 4qik3. Q_m_%,ﬂ{g OBSERVATIONS
. FDRL Test Article
Date Dosed lo- 2-82 Species Albhino Rahb; + [.D. No. [LL-6a57
Ax[x‘i’[rg_z%]lnltl’o. Animal No. Animal No. Animal No. Animal No. I'Bi’?;?
Day 1 - Initial % e
' lo-2-5
Day 1 - 1:00 v ‘n<
G-a-% 2
Day1 . 4:
ay 1 . 4:00 / <
L-a-ga
Day 2 - 8:00 A+, M(J). Aﬂ(3) _'L
' ALY
Day 2 - 4:00 e
-3 %>
Day 3 A‘{", [J‘d‘.\\ Anlﬂ\ .TK
6-4-§
Day 4 NC, P
b-5-¢
o -lo%
Day 6 Ano .
6-1-82
Day 7 v X
' LB
Day 8 / )
i L4-E3
Day 9 J X
: b-10 -3
Day 10 v A
L-1\-%
Day 11 v —
b-1a-S
Day 12 v X
L-13 )
Day 13 \/ X
G -§
Day 14 J -
(5-15-%
Day 15 v R
L~

Reviewed by: AL IIIE.-l]{eB: (//ﬂ'/?"l




Study Title _Dermal LDsay

FDRL Study No.

7314 D

DAILY
Dose Level __4183.0 mﬁ,“{g OBSERVATIONS
. FDRL Test Article
Date Dosed __lo-@ -8 Species Albino Rabb: + I.D. No. RA-03L737
;\, . . . . . Ny Initials/
Spgbie | Avpgile | Ammgfl | Avgagle | AuEaRer | bae
Day 1 - Initial v v’ v’ v’ P
lo-2-3%
Day 1 - 1:00 v S v S v X
b-a-82
Day 1 - 4:00 {px R VA At Adw £ v RS
(-2-%=
Day 2 - 8:00 |3¥ Adey v/ At, Adw, Ang ﬂ‘f’ Aoy Adwy v e
©-3-8~
Day 2 - 4:00 NG, v Ne S At Adwy 18
' (-3-8
Day 3 A‘h Qdu;‘ JARYRY v A+ Ar Adewo :Dm.OL ~K
\ b-y-8a
Day 4 AR Adey Args) v NC A, Ady, Angy s
{0-5-B2
Day 5 NC v A Ne eP
( 0O Seerar : G- bN(D -gia'
Day 6 A+'1 £y Paa v Att), Adw Aney ™
Aoy, Ry, G . " -7 -85~
Day 7 Ne v v NC L
b-$-¥>
Day 8 e v/ v yol T
09T
Day 9 Dzade v Mo Adw, B X
o - K-
Day 10 v v p ™
G~ XD
Day 11 / \/ A"L‘J\, Adu\ X
b-1a s
Day 12 / v/ Je e
G-13-R2
Day 13 J v NC ™
G-ty -8
_ | Day14 v v At Ay, fin oy ™
e Cegan, (,-lS"g)-
Day 15 V4 J Ne -
G-1L~80
Reviewed by: Kg III[;}feg: OJ’OI )

S ARYA, ey

st e e b




Study Title __Derma| LDcq DALY FDRL Study No. 234D
Dose Level ___UL83.0 mg '“5% OBSERVATIONS
FDRL Test Article
Date Dosed lo-2-%3 Species __Alkino Ra bt L. D. No. K- 6257
- Animal No Animal No Animal N Animal N Animal N Initials/
mmql} . 0. nimal No. nimal No. Date
Day 1 - Initial v P
lo-2-33
Day1 - 1:00
y v ‘n(
G- -3
Day 1 . 4:00 A4 Q‘_’ .
6-3-87
Day 2 . 8:00 { A+ =
6-3-8
Day 2 - 4:00 NC x|
(-3-8%
483
Day 4 NC op
o -85 &
) Day 5 Nc’ @P
\ lo -lo-S:
Day 6 v -
G-TEX
Day 7 J K
GL-2-82
Day 8 v -
-9
Dayv 9 / T
-C-€3,
Day 10 J .
68
Day 11 J X
G12-853
Day 12 v ™
G-13-%
Day 13 J K
14 <
~ Day 14 J LY
/ - 15~S
Day 15 v -
6-16 -3
Reviewed by: KL" III[-)-a%cq 0 /16 1P3




o/

Acute ey ma l

Study Title

FDRL Study No.

23214 D

DAILY
Dose Level 5600.0 m%ﬁ/ K@ OBSERVATIONS
' L . FDRL Test Article
Date Dosed 5-20-%2 Species Abine Rabhit 1.D. No. R -0A57
) . . . . Initials/
A;EH?%! (I’\IY : A?\I{IL‘)?DI lNY? i AHIXKT%RI:I ) An;l-T 971;1_\1 N Anll'T‘_a;lzI\[{ Date
Day 1 - Initial e v v e v o~
AP IVER SN
Day 1 - 1:00 Ve v s v v s
5 do-8 3
Day 1 - 4:00 / Vv S / v -
5-o-% -
Day 2 . 8:00 A‘\" Adw, Boay / A+, 1S v At, Bdin SS Ane ~<
5-24-§2
Day 2 - 4:00 Ne v e A Adey N ™
’ S-ar-%x
Day 3 A Adcr Bna) v/ At Pocy Bdey [ Aden Pnay NC K
S Serenn T G Sataae s la—
S-3%%%
Day 4 Dead Diadl M fae Ada Deade A Ador Any, Deco| TR
LONVE PP PP ) 5338
AR ARG, RdCh, Al
Day 5 o Secia. %h\e:eg; wihy AJC/ ™
EY Jcs.n-e\c. s-a4 33
Day 6 Ue v -
51883
Day 7 o V4 =
S-au-¥o
Day 8 MO v ™
5376
Day 9 Feund Do & / ™
$-a8-¥3
Day 10 \[ 55
S-28-8
Day 11 il 55
5-30-
Day 12 iy 53
5-3/-1
Day 13 T B ™
G-y -E-
Day 14 38 Ancay ™
’ b-a-8"
Day 15 V4 Y
I 3>
IXII-21
Reviewed by: AR Date: 0/5/8&7




Study Title " Acute Decma | ALY FDRL Study No. Zz14D
Dose Level S5C00.0 Mg / Kc% OBSERVATIONS
. FDRL Test Article
Date Dosed S-20-S2 Specics AMhino Kebloit 1. D. No. €2- 0257
AnimalNo. | AnimalNo. | AnimalNo. | AnimalNo. | AnimalNo. tnitials/
Day 1 - Initial / 7.
[EP TS
Day 1 - 1:00 v -
S0 -F%
Day 1 . 4:00 v T
LRI AN
Day 2 . 8:00 At ™
5-n-R%
Day 2 . 4:00 ”C/ ¢
5-01-¥
Day 3 AY, Nday A ‘n(
5-0-1
Day 4 UC/ -
S5-a3-3a
Day 5 Ar Aduw =
(\ 5-ay-¢=
Day 6 Ve ~
5-25-8
Day 7 e e
S5-3l-83~
Day 8 e -
5-371-8x%
Day 9 it Ay SS .
5-33-8o~
Day 10 Ay A(‘)‘(\\ 335
$-a94&:
Day 11 NC. SS
53082
Day 12 NC 55
S-3(-82
Day 13 M ™~
L-1-33
Day 14 e K
b-2-§3
Day 15 A+ Aday D@ -«
6--38>
I1I-22
Reviewed by: f2 Date: 0/3”‘;




Study Title

Acute Decmal

DAILY

OBSERVATIONS

FDRL Study No.

734 D

FDRL Test Article

Date Dosed 5-20 -Ka, Species Albins Rabbit [.D. No. IR=-0:1A57
Augalo. | AvimalNo. | AvimalNo. | ApimalNo. | AmmgiNo. | 'ptY
Day 1 - Initial v v v v v ™A
S5-20-F
Day 1 - 1:00 v Ve Ve e v T#~
Tt
Day1 . 4:00 v ./’ < o ™
S5-2c-%)
Day 2 . 8:00 At Rdey Ditad A J Ay 39 v ™
Ane 5-2(-%3
Day 2 - 4:00 ay® pdeny Die ve At L W A |T®
Anwdy R 5-ai-%
Day 3 Deadk Mo At Mdw pavy  {AY Adey Ant M’, Adur, Pneay ™
\ no Seera— no Swcua— G Seea 5335
Day 4 A‘f‘jAh(B\l no Secrnd Q'\A' Nu\' Anes) Ar® 84y _Ane)| Ay Dday Aoy | T
Mo oo el | s
Day 5 At Aney | Ad o Fowod Niad AY ™
\ 539>
Day 6 AY Ann re v X
5-3586
Day 7 At NC v o5
5-a6 -8:
Day 8 MC P v X,
$-37-¢"
Day 9 / Fourd Txod v pL
£-3%-8¢
Day 10 S~ e S5
$-39-8
Day 11 S e 55
S -30-
Day 12 e AN(z) 5>
) 530+
Day 13 Vv | Aneay, Pdoy Se] ™
[ L-1- 2
Day 14 J/ I oe -,
l b-2 -5
Day 15 v | @y, Moy, $0a |
' b-3 %,
£R USRS _Ghra

Reviewed by:

-~ . A e oL ﬂ\.'.‘-




Study Title —_Aevte Devmal DALY FDRL Study No. 7314 D
Dose Level 5C00.0 rY'Lcér'I Kf‘, OBSERVATIONS
. FDRL Test Article
Date Dosed 5 -do-Ka Species Albico Rabbit L.D.No. RR~0AS7
' A‘ng&a} |1§I_0. Animal No. Animal No. Animal No. Animal No. Irg;i?;s/
Day 1 - Initial v e
3 380
Day1 - 1:00 v -
S-io-€>
Day 1 - 4:00 v e
5-20-85
Day 2 . 8:00 3% : ™
5-3v-R0
Day 2 - 4:00 N i
TS
Day 3 Dd—,ﬂncsu Aduy w
S 5-33-82-
Day 4 Aoy, Aney ey -«
D 5-33-8)_
Day 5 Ay, P(m.'l\); Al -
( 2.
Day 6 A e
' 5-as-82
Day 7 Ne e
S-a6- 8
Day 8 MNo 4 ‘ e
Fournd puc 2130 . , 516>
Day 9
Day 10
Day 11
Day 12
Day 13
Day 14
Day 15
I11-24 .
Reviewed by: /A Date: b /)’/jp)




Study No.: T3i4D

Date: 5-31-3X

COMMENTS

M= Ovomel dnee M unowdzall. e Ha movesment

0 AN J O 0
~D e %@W&M&ﬁo umcmzq M% Hord a%

el uﬁzﬁ&m~ on pbu o,

Aﬂaﬁ Amirmal Yraa St wmoad Cem,bfo-’l- Ve ,U{ZJ /Q/‘Cd-q/~

novementas olthee B b com pCY’\uu"P\ci, comc&ma,&.

D

Tech. Init.: ™
Date: 5-a1-12
f2 ©l3/82

III-25




\FDRL/

~
Abbreviations and Symbols used in
Recording Observations
AD - accidental death Nd - nasal discharge
Ad - activity decreased Res — respiratory problem
Ai - activity increased RA - respiration rate decreased
Al - hair loss. Ri ~_res§iration rate increased
An - loss of appetite Ppp - piﬁ point pupils
% . At Fjataxia, wobbly gait ' S - sacrificed
§ Aut — autolysed (determined by Sal - .salivation
i necropsy) ' : ' o
! 'sb — appears to have blood in
: - B -~ blood " 'stool
”~ | (©- clinicals - Cy - cyanosis
D - died oM - sacrificed moribund
‘DB - dried blood (give location) ss - soft stools
DBN — dried blood - nose T - tremors |
pi - diarrhea Ub - appears to have blood in
: : ' urine - ' S
Em - emaciated o
: Ui - wet, yellow belly
Ex - eye ball bulgy '
: - Vv - vomiting
FBW — final body weight
' ' . WAD - weight after death
FD - found dead ‘ ' :
. : , X - escaped, lost, missing
Lac - lacrimation (tearing) G - Gasping ‘
NC - no change NNF — no noteworthy findings
N or ¥ = normal
~ Use L - left, R - right, M - middle plus numbers 1-12 for
Yocations of nodules or other conditions where appropriate-
Use 1, 2, 3 after appropriate abbreviations to indicate degree
of severity of that condition (1 - slight, 2 - moderate, 3 — -
extreme), i.e. moderately increased activity would be Ai-2.
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This final report was reviewed as required by Good
Laboratory Practice Regulations for non-clinical laboratory
studies, 21 CFR Part 58. 1Inspections were accomplished

as noted, and reported to the study director and management

immediately following their completion.

I - A QAU INSPECTION SCHEDULE (ACUTES)
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2 ¢ ’% ~ UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
31 C; WASHINGTON, D.C. 20430

C. H. Farr PhD, DABT

Manager, P
ger, Product Safety and Toxicology OFFICE OF

Atochem North America, Inc. PREVENTION, PESTICIDES AND
900 First Avenue TOXIC SUBSTANCES
P.O. Box 1536
King of Prussia, Pennsylvania 19406-0018

APR 0 6 1995

EPA acknowledges the receipt of information submitted by
your organization under Section 8(e) of the Toxic Substances
Control Act (TSCA). For your reference, copies of the first
page(s) of your submission(s) are enclosed and display the TSCA
§8(e) Document Control Number (e.g., 8EHQ-00-0000) assigned by
EPA to your submission(s).
when submitting follow-up or supplemental information and refer
to the reverse side of this page for “EPA Information Raquests» .

All TSCA 8(e) submissions are placed in the public fiies
unless confidentiality is claimed according to the procedures
outlined in Part X of EPA's TSCA §8(e) policy statement (43 FR
11110, March 16, 1978). Confidential submissions received
pursuant to the TSCA §8(e) Compliance Audit Program (CAP): should
already contain information supporting confidentiality claims.
This information is required and should be submitted if not done
so previously. To substantiate claims, submit responses to the
questions in the enclosure "Support Information for cOnfxdenf
tiality Claims". This same enclosure is used to support
confidentiality claims for non-CAP submissions. L s

Please address any further correspondence with the Agency
related to this TSCA 8(e) submission to. iy

Document Processing Center (7407) ' N
Attn: TSCA Section 8(e) Coordinator \ e
Office of Pollution Prevention- ar d Tﬂklcs

U.S. Environmental Protection A ncyw ‘
Washington, D.C. 20460-0001 . , )

EPA looks forward to continued cooperation with your
organization in its ongoing efforts to evaluate and manage
potential risks posed by chemicals to health and the environment.

Sincerely)

Te:;z R. O'Bryin

Enclosure l21’7(>:2‘/q | Risk Analysis Branch

{3\, RecycledRecyclable .
% Printed with Soy/Cancla Ink on paper that
contains at least 50% recycied fiber




Triage of 8(e) Submissions

]
Date sent to triage: / 27/ g/// ?{ NON-CAP

Submission number: /Z?&Z% TSCA Inventory: @ N . D

Study type (circle appropriate):
Group 1 - Dick Clements (1 copy total)
ECO AQUATO
Group 2 - Ernie Falke (1 copy total) ™~
SBTOX SEN w/NEUR
Group 3 - Elizabeth Margosches (1 copy each)
STOX CTOX EPI RTOX GTOX

STOX/ONCO CTOX/ONCO IMMUNO CYTO NEUR

Other (FATE, EXPO, MET, etc.):

Notes:

THIS IS THE ORIGINAL 8(e) SUBMISSION; PLEASE REFILE AFTER TRIAGE DATABASE ENTRY

. For Contractor Use Only

entire document:/ 0 2 pages é& pages 7/ Z

Notes:

Contractor reviewer : PM Date: 3//9’/7/5/
[V
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Acute dermal toxicity of 2-t-butylazo-2-(2-hydroxyethoxy)-4-methylpentane to rabbits is of low
concern based on an LDy, of 4456 mg/kg. In a preliminary study, groups of New Zealand albino
rabbits (1/sex/dose) received applications of the material to intact and abraded skin for 24 hours.
Deaths were as follows: 0/2 at 50, 126, 316, 795, 2000, and 3000 mg/kg, and 1/2 at 5000 mg/kg. In
the primary study, groups of rabbits (6/sex/dose) received applications of 3500, 4183, and 5000 mg/kg.
Deaths were 2/12, 5/12, and 8/12, respectively. Clinical signs in the second study included deceased
activity, loss of appetite, loss of control of movement at all doses, diarrhea and soft stools (3500
mg/kg), ataxia (4183 and 5000 mg/kg), nasal discharge (4183 mg/kg), and irritated eyes (5000 mg/kg).
Necropsy revealed fluid-filled abdominal cavity (1F at 3500 mg/kg), blood in the chest (1F at 4183
mg/kg) and pleural cavity (1F/1M at 5000 mg/kg), and red fluid-filled intestines (1M at 5000 mg/kg).




